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| veterinary medicine to possess cértaif smaﬂ quantitm of byproduct ‘material for in"vitio' clinical or laboratory tests fot involving the intemal or external
administration of the byproduct material or the fadiation therefrom fo human beings oF animals Possession of byproduct material under 10 CFR 31. 11 is not
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TELEPHONE
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B | X Nuclear Regulatory Commission . - SRR
), Washington, DC 20555-0001 -

(At NRC, a reglstrahon number will be assigned and a vandated copy
ofNRCForm483wmbereturned) e

B.  Inthe box above, print or type the name, addmsﬁ(induding er , Carolyn - 22 1996
Code), and telephone number of the registrant physician, clinical (i this an il '9 sfmﬁon leave this space bl —~ numbe
laboratory, hospltal, or veterinarian in the practice of veterinary assigned by NRC. If this Is a change of information from & praWausly
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. administration of byproduct material,

§ 31.11 General license fornsaofbypmductnmeria!sforeertainm
v!uocﬁniedorlabomolvmm

{a} A general licenss is hereby issued to any physician, veterinarian
in the practice of veterinary medicine, clinical laboratory or hospital to
receive, acquirs, possess, transfer, or usd, for any of the following stated
tests, In accordance with the provisions of paragraphs {b), (c), (d), (s},
and (f) of this saction, the following byproduct materials in prepack-
aged units:

(1) lodine-125, in units not exceeding 10 m}crocunes each for use
in in vitro clinical or laboratory tests not involving internal or external
administration of byproduct material, or the radiation therefrom, to
human beings or animals. '

(2) lodine-131, in units not exceeding 10 microcuries each for use
in In vitro clinical or laboratory tests not Inyolying internal or external
administration of byproduct material, or tha radiation therefrom,

* to human beings or animals,

(3} Carbon-14, in units not exceeding 10 microcuries each for use

in in vitro clinical or laboratory tests not involving Internal or external.

© " CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

/

administration of byproduct material, or the radiation therefrom, °

to human beings or animals.

(4) Hydrogen 3 (tritium), in units not ‘axceeding 50 microcuries
each for use in in vitro clinical or laboratory tests not involving internal
or external administration of byproduct material, or the radiation

" therefrom, to human beings or animals.

{5) lron 59, In units not exceeding 20 microcuries each for use in in

. vitro clinical or !aboratory tests not involving internal ‘or external

administration of byproduct material, or the radratlon therefrom, to
human beings or anlmals

(6) Selenium-75, ‘in units not exceedmg 10 microcuries each for use
in in vitro clinical or faboratory tests not involving internal or external
or the radiation therefrom,
to human beings or animals.

{7} Mock lodine-125 reference or calibration sources, in units not
exceeding 0.05 microcurie of jodine-129 ‘and 0.005 microcurie of
americium-241 each for use in in vitro clinical or laboratory tests not
Involving internal or external administration of byproduct material, or
the radiation therefrom, to human beings or anlmals.

(b} A person shall not recelve, acquire, possess, use or transfer
byproduct material under the general license established by paragraph
{a} of this section unless that person:

(1) Has filed NRC Form 483, “Registration Certificate—In Vitro
Testing with Byproduct Material Under General License,” with the
Director of Nuclear Material Safety and Safeguards, U.S, Nuclear
Regulatory Commission, Washington, D.C. 20555, and received from
the Commission a validated copy of NRC Form 483 with registration
number assigned; or

{2) Has a license that authorizes the medical use of byproduct
material that was Issued under Part 35 of this chapter.

(c} A person who receives, acquires, possesses or uses byproduct

" material pursuant to the general license established by paragraph (a) of

'

this section shall comply with the following:

{1} The general licenses shall not possess at any one time, pursuant
to the general license in paragraph (a) of this section, at any one loce-
tion of storage or use, a total amount of jodine 125, iodine 131,

selenium-75, and/or iron 59 in excess of 200 microcuries, .
{2) The general licenses shall store the byproduct materia!,un\

used, in the original shipping container or in a container providing.__~

equivalent radiation protection,

(3] The general licensee shall use the byproduct material only for
the uses authorized by paragraph (a) of this section.

(4) The general licensee shall not transfer the byproduct material
except by transfer to abemnwthorizedtorecemnbyalicem
pursuant to this chapter or from an Agreement State,] nor transfer the
byproduct material io any manner other than in the unopened, labeled
shipping container as received from the supplier.

{5) The general licensee shall dispose of the Mock Iodlne-125
reference or calibeation sources described in paragraph {a}{(7} of this
section as required by § 20,307 of this-chapter, . - s

{d). The general licensee shall not recelve, acquire, posscss, O use
byproduct material pursuant to paragraph (a) of this section:

{1 Exoept as prwackagd units which are labeied in accordance
with the provisions of a specific license issued under-the provisions of
§ 32.71 of this chapter or in accordance with the provisions of a
specific license issued by an Agréement State that authorizes manufac-
ture and distribution of iodine-125, iodine-131, carban-14, hydrogen-3
{tritium), selenium-75, iran59 or Mock {odine-125 for distribution to
persons generally licensed by the Agreement State.

{2} Unless the foliowing statement, or ' a substantiaily’ similar
statement which contains the information called for in the following
statement, appears on a label affixed to each prepackaged unit or
appears in a leaflet or brochure which accompanies the package:2

This radioactive material may be recelved, acquired, possessed, and
used only by physicians, veterinarians in the practice of veterinary

medicine, clinical laboratories or hospitais and only for in vitro clinical -—.

or laboratory tests not involving internal or ‘external administration ¢

the material or the radiation therefrom, to human beings or ammal\-/

Its receipt, acquisition, possession, use, and transfer are subject to th
regulations and a general license of the 1.S. Nuclear Regutatory Com-
mission or of a State with which the Commission has entered into an
agreement for the exercise of regulatory authority. :

Name of manufacturer

{e) The registrant possessing or using byproduct materials under the

general license of pamagraph (a) of this section shall report in writing to
the Director of Nuclear Material Safety and Safeguards any changas
in the information furnished by him in the “Registration Cemfreete—ln
Vitro Testing with Byproduct Material Under General License,”” NRC
Form 483. The report shall be furnished within 30 days after the
effective date of such change_ 3

(£) Any person using byproduct materid pursuant to the general

license of paragraph (a) of this section is exempt from the requirements .

of Parts 19, 20 and 21 of this chapter with respect to byproduct
matenals covered by that general licenss, except that such persons
using the Mock lodine-125 described in paragraph {a){7) of this section
shall comply with the provisions of § 20.301, 20.402 and 20.403 of
this chapter . .

NOTES L .
1A State to which certain regulatory authority over raduoactwe material has been transferred by formal agreement pursuam to section 274 of tho

Atomic Energy Act of 1954 as amended,

2Material generally licensed under this section prior to January 19 1975 may bear labels suthorized by. the. resufatrom in effect on January 1,
1975,

3A new triplicata set of this Registration Certificate, NRC Form 483 ma

a3 required by § 31.11{e).

If larger quantities or otﬁet forms of bvproduct material than those specuﬂed in the general heense of 10 CFR 31.11 are required, an "Awlka\/

.-

y be used to report any change of information furmshed by a registra(

tion for Byproduct Mateml License,” NRC Form 313 should be filed t0 obtain a specific byproduct material lzcense Copies of application and
registration forms may be obtained from the Medical, Academic and Commercial Use Safetv Branch (6H3) Division of lndu:mal and Medical Nuclear

Safety, United States Nuclear Regulatory Commission, Washington, DC 20555

e



